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nT? rr AR ; \TTON OP KATHARINE MARTIN 

I, Katharine Matin, heieby deckie: 

1. I am cunendy employed by Johnson Scjohnson Consumer Companies, Inc. in the 
capacityof Manager, Phaimacoloiy. I beg^ enipbymeiiE with Johnson & 

Cbnsunier Products, Inc. in 1990 as Scientist, In Vitm Tcxsdcology. 

2. I received a Bachebis of Science degree from the University of Bath in England. I 
am4mowledgeabfeindie-area^f.protEin.actlviqtdueLl£^^ 

3. Prior to 1986, it -was -wel^kno^ra to those sldlkd in the art of protein biochernistry 
that the conformation of proteins, particularly their native tertiary and quaternary structure 

i-nir" ^"' f^r ^.r h rmrems' a c ti vity . The term "acti vit/' is d efined as a physiological 



process or participation in a biochemical reaction, e^. the ability of an enzynie to cause a 
modFMiatlon of substrate. In order to be active, proteins should retain dieir native structone. 
Proteins will not be active once diey are subjected to forces that tend to disrupt their native 
structure physically or chemically and, diereby, denature them. Forces that can denature 
proteins inchide, but are not limited to, pH changes, detergents and excessive heating, ^ee, 
e.g., Biological sciences, 4* editbn, Keton and Gould, eds., chapter 3, e.g. p.67, 1986). 
4. Soybeans were first cuhivated in Asia as a crop rotation material (circa 1134-246 BQ 
(Soybeans, Chemistry. Technologyand Utilization, Edited byK. Liu, p^e 1-3, history, 
1999,). During this time, soybeans were not consumed as food due to serious gastric 
distress diat resulted from earing the raw bean (Soybeans, Chemistry, Technologyand 
Uaizarion, Edited byK. liu, page 1-3, history, 1999.). Once precipitation and fermentation 
techniques were developed, Soybeans weie incoipoiated into the Chinese diet. Heat 
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inacdvarioa of p«>teins present in tl^soybeansud. as Soj^^anTrj^m ) 
and Bcwnun-Bbklnhibitor CBEDduring 503^ processing render, sojteans ediUe 
(,eviewedm(Wallaceetal.,1971).CK^kandK,ranj^ It^ kno^thatthc 
obsen^ed gasnic distress J. tl. result of InHbidon of proteb digestion by tr^ 
digestive proteases bythe potent serine protease inbT.itors,STI and BBI. 

5 Tte negative effects of native STl to the digestive system are heavily documea^d. 
silva et al (1986) documented morphological alterations of smaU intestinal epithebun, 
causedbyfeedingcalves^^non-denanaredsoyproteins. Pancreatic enlargement mduced 
byoraUyingestedSTl^docamentedandst«diesbymonetal(1978)andKrosdaUe^ 

(1979) and levie^d by Flavin (1982). liener (1983) sumniarized similar observations m a 
pubUcation entided "Naturally occurring to^cants infoods and their sig^^^ 

human diet". 

6 TtesestudiesandothersstatethatSHshouldbeinactivated^nsaybeansare 

processed for nunritional use. Numerous studies ^re conducted tn evaluate the effea of 
processing condirions onthe tripsin inbT>itoxy activity and digestibiUty of various s^^ 
preparations fe... Wallace etal. 1971. revieW in K^ketal, 1995). Today> soy p roduc^ _ 

fornutririonaluse are processed (e^. pasteuri^d, fermented, or cooked) m order 
«, inactivate STl (see e.g. the boob Soybeans, chemistry, technobgy and unhzat^n, K. 
Ed, 1999). 



I furdrer declare that all statements made herein of my kno^dgp are true aitfi 
tharallstatementsmadeoninformationandbeliefarebelievedtobetn^jand^^^^ 

these statements ^r. made ^th the kno^dge that ^villful false statements and the Lke so 
„«de are punishable byfine or imprisonment, or bod, under Section 1001 of tide 18 of the 
United States Code and that such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. 
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Katharine Martin 
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